Abstract
Introduction

Heart failure (HF) affects approximately 26 million people worldwide. The increase in life
expectancy of the population is causing a gradual increase in the incidence of HF and the need to seek
various treatments for these patients. The cost of management of HF is estimated to be increased by
approximately 240%. Despite improvemnts in treatment, medication, research, and the development
of supportive programs, there are still high rates of readmissions and non-compliance with treatment,
which negatively affect both; health-related quality of life (HR-QoL) and the overall effectiveness of

the management of the condition.

Hospitals worldwide remain under immense pressure, mainly due to the increased hospitalisations of
critically ill patients into intensive care units. The COVID-19 pandemic has highlighted long-standing
challenges faced by the healthcare systems, bringing to the forefront issues that were previously
lurking in the background. Existing HF management programs were found to be inadequate to support
patients with HF, revealing the need for the use of continuing care for this patient population through

various telemedicine options.

Aim

The aim of this study was to evaluate the effectiveness of a personalized supportive management
program for patients with HF in relation to the improvement of HRQoL, compared to the ‘usual care’.
The secondary outcome was to investigate the differences between patients with HF receiving

supportive care interventions and those receiving ‘usual treatment’ concerning mental health (anxiety

disorders and depression).
Methodology

This study is part of the randomized clinical trial (RCT) ‘SupportHeart” (Trial ID: NCT04415721),
utilizing pragmatic methodology with two groups: the control group (CG) and the intervention group
(IG). The study investigated patients over a one-year period at five different time points (at the start
of the study/intervention, 1 month, 3 months, 6 months and 1 year). The design of the RCT followed

the steps outlined below:

A systematic review and meta-synthesis, as well as a systematic review and meta-analysis, were
conducted. The meta-synthesis was carried out to identify the supportive needs of patients with HF,
and the meta-analysis aimed to determine which supportive care interventions were effective enough

to be included in management programs.
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Focus groups were conducted to identify the needs of Cypriot patients and to determine whether the existing
literature reflected these needs or omitted specific areas. The findings were used to create the educational
program for the intervention group (IG). The themes that emerged from the focus groups were: self-
management, palliative care, supportive care, social support, patient-centered care, and improved
healthcare services. For qualitative data analysis, a phenomenological approach based on Colaizzi was used.

The findings from the focus groups were used by the research team of ‘SupportHeart’ to develop the
intervention program for the IG, based on the four pillars of supportive care: communication, education,
psychological and spiritual issues, and symptom management. Data collection was carried out using the
Greek versions of the ‘Minnesota Living with Heart Failure Questionnaire’ (MLHFQ) and the ‘Hospital Anxiety
and Depression Scale’ (HADS). A specific form was used to collect socio-demographic and clinical data.

Descriptive statistics were used to present the results of the quantitative analysis. Data analysis was
performed using the Welch t-test for continuous variables (e.g., age, HbAlc) and Fisher’s exact test for
categorical variables (e.g., gender, comorbidities). Comparisons between the |G and CG for each time point
were performed using the Welch t-test. To assess the effect of the intervention on the MLHFQ and HADS
scales, Linear Mixed Models Effects (LMME) were used, with scale scores as dependent variables and group
(CG, 1G) as the independent variable for the 5 time points, as well as for the interaction between the two
groups and time period (Group X Time). The models were also adjusted for age, gender, and NYHA
classification. The reliability of the scales was evaluated using Cronbach’s alpha internal consistency index.
Cronbach’s alpha values greater than 0.70 are considered satisfactory.

Results

A total of 202 patients participated in the study, with a mean age of 71.8 years (SD = 10.9). Of these, 65 (32%)
were women and 137 (68%) were men. The results of the LMME analysis showed a statistically significant
effect of the intervention on the physical dimension of the HRQoL at 1 month after the intervention (p =
0.022), and on the mental dimension at 1 month (p = 0.004) and 3 months (p = 0.037) after the intervention.
At 3 months, 6 months, and 1 year, the intervention group (IG) was found to have better mental health
compared to the control group (CG) (p < 0.001).

Conclusions

The SupportHeart program confirms the effectiveness of continuing support by a multidisciplinary team,
coordinated by a specialized HF nurse, regarding HRQoL and mental health. The evolutionary methodology
allows for personalized care at any stage of HF and in any healthcare system and setting, using all available
resources at each point.
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INEPIAHYH

Ewayoyn

H xapdioxn avendpkelo (KA) emnpedlel mepimov 26 exatoppdplo avhpdmovg taykoouing. Méow
™mG avénong tov mPocdoKiov (NG Tov TANOLGHOV TpokoAsital Kol oTOdOKY avENoM NG
enintoong g KA kot g avdykng yuo avaljtnon otdpopmv Bepameldv yio avtovg Toug acbeveic.
‘Exet pavel 6Tt péoa ota endpeva ypovia Ba avéndei mepinov 240% 1o kd6GTOG droyeiptong g KA.
[Topd v e&€MEN ot Oepomeia, TN QOPUOKEVTIKN Oy®YN, TN £€pEvva, OAAG Kol T Onpovpyio
VTOGTNPIKTIKAOV TPOYPOUUATOV EEAKOAOVOEL Vo VTTAPYEL AVENUEVT] ELPAVIOT) ETAVEICAYO YDV KOl [N
ocupupopemon ot Bepomneio mov deiyvel va emnpedlel v oxeTilopevn pe Vv vyeia mototnTa {ONC.
Ta voocoxopeia e OAO0 TOV KOGLO TOPAUEVOLY VIO TEPAGTIO TTiECT AOY® TG ALENUEVNG E1GPOTG

Bapémv macydvTeV 6TIg LOVAdES EVTOTIKNG Bepameiag.

H mavonuio too COVID-19 €xel pépetl oty em@aveld TOALES TPOKATGELS Y10 TOL GUGTHLLOTOL
VYELOVOLUKNG TTePIBoAyYNG oL VITAPYOLY £0® Kot TOAD Koupd 610 mapacknvio. Ta péypt mpdtivog
wpoypaupota dtayeipiong e KA edvniav averoapkn va ompi&ovv ta dtopa pe KA kot avédeiEav
v ovaykn xpnong g mAglatpikng. Amorteiton meplocdTepn £pguva Yoo Tov Kabopiopd Tov
BEATIGTOL TPOTOV EPAPLOYNG TNG VTOGTNPIKTIKNG PPOVTIONG 6 avTd Tov TANBLGUO acBevadv pécm

™G (PNOMNG SLAPOP®V EMAOYDV TNAEIOTPIKNG.

YKOTOG

2KOTAG NG TOPOVCAG HEAETNG NTOV 1] AEL0AGYNOM TG AMOTEAEGLOTIKOTNTOS EVOG EEATOUKEVLEVOL
VTOGTNPIKTIKOV Tpoypaupatog owyeipiong oacbevov pe KA oe oyxéon pe t Peitioon g
oyetilopevng pe v vyeia mootnta Long (XYIIZ), cvykprtikd pe ) «ovvhdn epovtiday. Ot
devtepevovoes ekPdoelg NTav 1 dlepevvnon G dpopds HeTaEy acBevav pe KA mov Aappdavovv
TIG TOPEUPACELS TNG VIOGTNPIKTIKNG PPOVTIONG Kot TG «ovvnbovg Bepameiogy 660 apopd otnv

Yok vyeio (oyy®on dtatapoyn Kot TNy KatdbAwym).

Me0odoroyia

H mapodoa perétn apopd oe pépog g tuyotomomuévng kKAvikng dokiung (TKA) ‘SupportHeart’
(Trial ID: NCT04415721) pe ™ ypnon g e&ehktikng pebodoroyiag oe 600 opddeg: Tnv opdda
eléyyov (OE) xou v opdoa mapéuPaong (OIT). Ztn perémn diepevvidnkov ot acbeveilc yuo

YPOVIKN TTEPIOO0 TOV €VOC £TOVC GE TEVTE SLOPOPETIKEG YPoViKEG TePLddovg (Katd v évapén g

13



perétng/mapéuPaonc, oe 1 pnva, oe 3 pnveg, oe 6 unveg kKo og 1 ypdvo). O oyedoopog g TKA

akolohOnoe Ta mo KAt Pripota:

SVOTNUOTIKY VACKOTNON Kot HETAGHVOEST] KOl GUOTNUOTIKY] OVOoKOTNoN Kol petoviivon. H
UETOGVVOEGT TTPOLYLLOTOTOIONKE Y10 VO TPOGIIOPIGEL TIC OAVOPEPOUEVEG MG VITOGTNPIKTIKES OVAYKEG
TV aofevov pe KA kot n Hetavaivon yuo vo Tpocsdlopicel moleg ToPEUPACELS VITOCTNPIKTIKNG
QPOVTIONG MTOV  OMOTEAEGUOTIKEG TPOKEWEVOL VO CUUTEPIAAUPAVOVTOL GTO TPOYPAULOTO

dwyeiprong.

[TpaypatomomOnkav opddes 6TiOONG 01 OTOIEG TPOYLATOTOUONKAY Y10, VO EVTOTIGTOVV Ol OVAIYKES
tov Kdnpiov acbevov kat yio va tpocsdiopicovv edv 1 Biloypaeia aviikotontpilel Tic oviryKeg
oG M €dv mapareimovtal cvykekpuévor topeic. Ta amoteAéoparto Tovg ypnoipomomdnkay yio
dnuovpyio Tov EKTOOELTIKOL Tpoypappatog ¢ opdda mapéupaocng (OID). Ta Oépata to omoia
avadvinkay amd TG opddeg eoTioong eivol: 1M avTOdOOYNEIPION, N AVAKOLPICTIKY GPOVTION, M
VILOGTNPIKTIKY @POVTION, 1 KOW®VIKT GTHPEN, | @PoVvTidn Le EMIKEVTPO TOV acOev Ko 1] KOADTEPY
Tapoy vanpectov vyelag. o v avdAvon TV TOWTIKGOV dedoUEVOV XPNOIUOTOONKE 1

Qoawvopevoroyikn Tpocéyyton kotd Colaizzi.

Ta gvprpota amd TIC OHAdEG E0TIONONG YPNOLLOTOMONKAY OO TNV EPEVVNTIKY] OLASO TOV
«SupportHeart» yia tnv avdntoén tov napepfaticod tpoypdupatos yio v OIl, Paciopévo otovg
TEGOEPEIS TUAMVEG TNG VTOGTNPIKTIKNG PPOVTIONS: EMKOWV®VI, €KTOIOEVOT, YLYOAOYIKE Kot
mvevpatikd 0épata kot dtoyeipion tov copuntopdtov. H culloyr tov dedopuévav ytve e T xpron
TOV EAMMNVIKOV €kd0cemV TV ‘Minnesota Living with Heart Failure questionnaire’ (MLHFQ) ko
““Hospital and Anxiety depression scale’ (HADS). 'ia o Kotvoviko-onpoypoaeikd ctotyeio Ko

KMVIKA YOpOKTNPLOTIKE PN oILoTol | OnKe €101KO EVTLTO.

Xpnoyomomonke 1 TEPLYPAPIKT] CTATICTIKN YO TNV TOAPOVGIOCT) TOV OMOTEAECUATOV TNG
TOGOTIKNG ovélvong. H avdivon tov dedopévov €ywvav pe tn dokipacio Welsch t-test yuo tig
ocvveyelg petafantég (m.y. nAwio, HbAlc) kot to teot Fisher’s exact yio Tig katnyopikés LeToPANTES
(.. T0 VA0, 01 cuvvocVpdTNTEG KAT). O1 cvykpioelg petald g Ol ko g OE yuo kéBe ypovicn
nepiodo €yve pe  ypnomn tov Welsch t-test. ['a v emidpaon g mapéuPaong otig KAIpoKeg
MLHFQ xotr HADS ypnoworomnkav ta poviéda Linear Mixed Models Efects (LMME) pe ta
EMIMENA TOV KAUAKOV ©G £E0PTNUEVES LETAPANTEG, Kot ¢ aveEaptnTeg HeTaPAnTEC T1g opades (OE,
OID) v 116 5 ypoviKég TEPLOOOLS KOl Y10 TNV OAANAETIOpacT HETAED TV dVO OUAS®Y KOl Y10 TN
ypovikn mepiodo (Group X Time). Ta poviéda exione, TPoGapUOCTNKOY GE GYEOT LE TNV NAKio, TO
@OAo, TV ta&vounon katd NYHA. H a&lomiotio Tov kMpdkov a&loAoyndnke e  ypnon tov
deiktn ecmtepikng ocvvénelag Cronbach’s alpha.Ot tyuég tov Cronbach’s alpha peyohldtepeg amd (>)
0.70 BewpoHvtal IKOVOTOMTIKES.
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Amoteléopata

> peAém ovppeteiyav 202 acbeveic pe ovvolkn péon nAikio 71,8 €m (SD=10.9). Ot 65 anod
avtovg/eg (32%) ntav yovaikeg kot 137 (68%) avdpeg. Ta amoteréopata tov LMME £&dei&av 01t
VILAPYEL OTATICTIKG CNUAVTIKY eMidpacn g mapéupfacng otn euoikny didotaon g XYIIZ otov 1o
unva petd v mapéuPaon (p=0.022) kot otnv yoyikn ddetoon, otov 1o upva (p=0,004) kot 6tovg
3 uveg (p=0,037) petd v mapéuPaot. Xtovg 3 unveg, 6 unvec kot oe 1 £tog,  OIT Bpédnke va Exet
KoAOTEPT YLK vYeio o oVuyKplon pe v OE (p<0.001).

Yopmepaopato

To mpodypappa SupportHeart emBefaidvel Tnv amotelecpaTikdTNTA TG GLVEYOVS VIOSTNPIENS AT
OEMOGTNHOVIKN opdda pe ovvtovioth/o eedikevpévo/n voonievti/evtpia KA 6cov apopd ot
2YTIZ won v yoykn vyeio. H e€ehctikn pebodoroyia mapéyet T duvatdTnTo Yio eE0TOUIKEVIEVN
epovtida og omotodnTote 6TAd0 TS KA kot cbotnpa vysiovokng mepiBoiyng kot tepifaiiov,

PN CLOTOLDVTAG OAEG TIS O100EGILES TTNYES KAOE POopdL.

AgEarc-Kherdua
Ymoompiktikn @povtida, oyxetillopevn pe v vyeio mowdtrta {ong, epovtida e emikevipo Tov

acOevn], TPOYPALLLATO SLOXEIPIONG KOPIIOKNG OVETAPKELOG.
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